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DETAILED ACTION 

Claims 1, 2, 5, 8, 14, 32-36 have been amended. Claims 1-58 are pending. Claims 48-58 
remain withdrawn from consideration. Claims 1-47 are under consideration. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-3, 5-7, 9-30, 32-47 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for a multi-antigenic construct comprising carbohydrate 
domains, or elongated versions thereof that are present on tumor cells, does not reasonably 
provide enablement for a multi-antigenic construct comprising truncated versions of 
carbohydrate domains that are present on tumor cells. The specification does not enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the invention commensurate in scope with these claims.. 

Claims 1 and 36 have been amended to recite "each occurrence of A independently 
comprises a carbohydrate domain, or truncated or elongated version thereof that is present on 
tumor cells. 

The specification fails to provide teachings regarding a minimal structure within the 
disclosed carbohydrate domains which would function to elicit antibodies which would 
specifically bind to tumor cells within a patient. One of skill in the art would be forced to 
determine the minimal epitope as a "truncated version" of all of the carbohydrate tumor antigen 
that fall within the scope of that claims, wherein said "truncated version" would elicit antibodies 
that are capable of specifically binding with tumor cells within a patient. One of skill in the art 
would be subjected to undue experimentation in order to practice the broadly claimed methods 
requiring truncated version of a carbohydrate domain. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 1-44, 46 and 47 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Danishefsky et al (U.S. 7,160,856) 

The applied reference has a common inventor with the instant application. Based upon 
the earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C. 
102(e). This rejection under 35 U.S.C. 102(c) might be overcome either by a showing under 37 
CFR 1.132 that any invention disclosed but not claimed in the reference was derived from the 
inventor of this application and is thus not the invention "by another," or by an appropriate 
showing under 37 CFR 1.131. 

Danishefsky et al disclose glycoconjugate structures and the synthesis thereof which 
anticipate the instant constructs and compositions. Danishefsky et al disclose that the Rd, Re and 
Rf carbohydrate domains of the glycoconjugate are independently selected (for example, claim 
3), and therefore encompass non-identical carbohydrate domains. Danishefsky et disclose 
conjugates in which it is specifically states that not all of Rd, Re and Rf are the same (claim 28) 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. A nonstatutory obviousness-type double patenting rejection 
is appropriate where the conflicting claims are not identical, but at least one examined 
application claim is not patentably distinct from the reference claim(s) because the examined 
application claim is either anticipated by, or would have been obvious over, the reference 
claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re 
Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 
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USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re 
Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may 
be used to overcome an actual or provisional rejection based on a nonstatutory double patenting 
ground provided the conflicting application or patent either is shown to be commonly owned 
with this application, or claims an invention made as a result of activities undertaken within the 
scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 
3.73(b). 

The provisional rejection of claims 1, 3-6, 9-35, 37-47 on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 56, 58-62, 65-67, 69-76, 
78-81, 84-86, 88-98 of copending Application No. 09/641,742 is maintained for reasons of 
record. Although the conflicting claims are not identical, they are not patentably distinct from 
each other because the claims of the '742 application anticipate the constructs with a spacer, 
because the limitations claimed in claim 62 of the reference patent fulfill the instant limitations 
of claims 1 1 and 12 with regard to a spacer. Further claim 74 of the reference application also 
indicate that "t is 1-8" methylene groups which also fulfils the instant limitation of claims 1 1 and 
12. Further, claim 74 of the reference application specifies that "n is 1-8" which fulfills the 
instant limitations for claims 5-7. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

The provisional rejection of claims 1, 3-7, 9-22, 24, 31-33, 35, 37, 39, 40, 43-47 on the 
ground of nonstatutory obviousness-type double patenting as being unpatentable over claims 
118-129, 132-137, 138-146, 148-168 of copending Application No. 10/209,618 is maintained for 
reasons of record. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the claims of the '618 application anticipate the constructs with 
a spacer, because the limitations claimed in claim 128, 129, 140, 151 and 152 of the reference 
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patent fulfill the instant limitations of claims 1 1 and 12 with regard to a spacer and in particular, 
claim 140 includes "linear or branched chain alkyl". Further claims 132 and 133 of the reference 
application also indicate that "n is 0-9" and "n is 3"methylene groups which also fulfils the 
instant limitation of claims 5-7. Claims 154-159 of the reference patent are product by process 
claims and anticipate the instant invention through identity of the species in claim 1 18 of the 
reference application. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

Claims 1-44, 46 and 47 are rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-47 of U.S. Patent No. 7,160,856. Although 
the conflicting claims arc not identical, they arc not patentably distinct from each other because 
the claims of the '856 patent anticipate the instant claims to the extent that Rd, Re and Rf are not 
identical. The claims of the '856 patent compass both monoantigen structures and multi- 
antigenic structures (claim 28). 

All other rejections and objections that are set forth or maintained in the previous Office 
action are withdrawn. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Karen A Canella/ 

Primary Examiner, Art Unit 1643 



